AEKJIAPATINSI O COOTBETCTBUH

AEKJIAPAHT, OPUHHMAOIHI AEKJTAPAIINIO O COOTBETCTBHHA

A0 "ThaxcoCymumKnsiin Tpeiiounz"

Csedenus o pezucmpayuu opeanusayuu: Mescpationnas urncnexyus edepanvoii Hanoz0601 cnyoicher Ne 46 no
2. Mockee 01.01.2008, OT'PH 1027739011 486, dama npuceoenun OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxkaa, Henunzpadcxuii npocnexm, 0. 374, xopnyc 4, smaxc 3, nom, XV, xomnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvimiii Qupexmop Buwnuyxuii ] A.

Hosepennoe ruyo: Kysneyos A.A., dosepennocms 60-13.09.2018 om 13.09.2018 >

3ASIBJISIET, YTO

Aexapemeentoe cpedemeo: 3osupaxc, mabnemicu 200 mz 5 uim., ynaxosxu sqeiikossie Kowmypnusie (5), navku
xapmonnve, PY Ne IT N0O15206/01 om 16.1 0.2008 (0ama 3amenst 10.05.2017 ) evidano 340
"ThaxcoCmumKnsiin Tpetidunz". cepus F23C, napmus 6228 ynaxoeok, zo0exn 0o 03.06.2023, npouseodcmaa
Ihaxco Bomnxom CA., Hcnanus, Glaxe Wellcome S.A., Avda. De Extremadura 3, 09400 Aranda de Duero,
Burgos, Spain, / ThaxcoCuumKaniin Papmacviomuxans C.A., Tonvwa, GlaxoSmithKline Pharmaceuticals S.A.
189 Grunwaldzka str, 60-322 Poznan, Poland, koo OKII/2 21.20.10.194, ko0 TH B3J 3004900002,
Hucmpuboiomop. coznauenue 6/i om 01.01.2013, unsoiic Ne 4083192703 om 09.10.2018

£

COOTBETCTBYET TPEBOBAHUSIM
IT N015206/01-270516 uzam. Ne 1

AEKJIAPATIMS IPHHATA HA OCHOBAHHH
npomoxon ucnaimariuti Ne 6331 m om 23.10.2018 HIT 000 HI] "OAPMOEOPOHA", ammecman
axxpedumayuu POCC RU.0001.21 DJI40, Cepmudpuram POCC PL.DMO8.C25 832 om 24.10.2018

Kyzreuon AA,
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[
CBEJIEHUS O PETHCTPAIINN

OPTAH IO CEPTHOHKAIIHH, 3APETHCTPHPOBABIIHI AEKJIAPAITHIO

RA.RU.11®MO8 OPIAH I10 CEPT. HOHKAIIHH ITPOITYKITHH OBLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOMH LEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2, Mocxsa, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmudgpuxayuu: 115280, POCCHA, 20po0 Mocxea, yn. Macmepxoga, . 4, am. 3., men.:(495)788-02-88, ge6-
caiim: oyxkx.pe.

AEKJIAPAITAS O COOTBETCTBHHA 3APETHCTPHPOBAHA N POCC RU A-PL.®M08.A.05134/18

SPEFHGEPAIIAHA 24.10.2018
',% Hunenxo U.B.
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BoigaH:

GlaxoSmithKline Pharmaceuticals
ul. Grunwaldzka 189

60-322 POZNAN

NOAbWA

G2

H
Ten: +48 61860 1200  Oakc: +48 61 867 57 17 BT e TS e GRS
04-OKT-2018 1000196720

crpadmya 1 u3 1

Onucanue matepuana:  3oeupakc Tabn. 200 mr 25 Tabn.
Homep martepuana: 285328
ToproBoe Ha3BaHue: 30BUPAKC TabneTku 200 mr

MpumeyaHue:

HacToAwmm ynocTosepsio, UTO BILIEYNOMAHYTaA MHHOPMALUA NORAUHHE
u ToyHa. Cepus NpogykTa 6uina NpousseeHa, BKNIOYan yNakosky W
KOHTPOJb Ka4ecTBa B NONHOM COOTBETCTBUM € TpeGosaHuamu GMP
noKanbHoro PeryfATOPHOro opraHa U Co cnelmpuKaLMamu
PerucipauvonHoi JoKyMeHTauMi UMNOPTUPYIOLIeE CTpaHst,

HlokyMeHTbI N0 NPOU3BOACTBEHHOMY NPOLECCY CEpUM, YIaKoBKa
NPOAYKTa 1 pe3ynbTaTbi KOHTPONA Ka4YecTBa Cepuu NpoBepeHs

W HaxofAaTcs B cooteeTcTeun ¢ GMP.

Cepus F23C CpoK rogHocTui: 05.06.2023
Hata usrotosneHun: 06.06.2018

WUmnoprupyioman crpana

SR B A A SR S KA

RU
Onucaxue Cneyudurayun PesyneTtarhl

Benbie, kpyrnsle, ABOAKOBLINYKAble TabneTiu,

OnucaHue BbIAABNEHHON C OfHON CTOPoHB Hagnucbio «GXCL3» u CooTsercrByer
rnagKue c Apyroi cTopoHbl.

NoanuHHocTe TCX COOTBETCTBYET TPeboBaHMAM Cooteercreyer

MoanuHHocTe YO COOQTBETCTBYeT TpefioBaHUAM CooTBercrByeT
He Meree 75 % (Q) ot aansneHHoro cogepxanua

Pacteoperue Cooraercieyer
auvKnosvpa Yepes 45 muH.

Pactaoperiie He MeHee 75 % (Q) ot 3aABneHHOro cogepxaqun - 75

. ayuknosupa vepes 45 muH.

KonuvecTseHHoe onpegeneHue {auuxnosupa) 95,0 - 105,0 % o 3asenexHoro cogepxaHns ‘ 100,3

KonuuecteeHHOe onpegeneHue (auuknoeupa) 180,0 - 210,0 MriTab 200,86

CpepaHaa Macca Tabnetku ot 475,95 go 526,05 mr 513,40

Keanuduumpaosannbiii coTpygHuk

OpobpeHo anexTpoHHON NOAMMCHIO
Damunua nognMcanTa ykazaHa Huxe

Magdalena Dominiczak, 04-OKT-2018 12:43:17
Osoba Wykwalifikowana/
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